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□ Responsive to communication(s) filed on 



□ This action is FINAL. 

□ Since this application is in condition for allowance except for formal matters, prosecution as to the merits is closed 

in accordance with the practice under Ex parte Qt/^835 CD. 11; 453 O.G. 213. 



_3 month(s), or thirty days, whichever is 



A shortened statutory period for response to this action is set to expire 

longer, from the mailing date of this communication. Failure to respond within the period for response will cause the 
application to become abandoned. (35 U.S.C. § 133). Extensions of time may be obtained under the provisions of 
37 CFR 1.136(a). 



Disposition of Claim 

B Claimfs) 34-49 



. is/are pending in the applicat 



Of the above, claim(s). 
B Claimfs) 34 and 35 



H Claimfs) 36-49 

□ Claim(s) 

□ Claims 



. is/are withdrawn from consideration 

is/are allowed. 

is/are rejected. 

is/are objected to. 



. are subject to restriction or election requirement 



Application Papers 

□ See the attached Notice of Draftsperson's Patent Drawing Review, PTO-948. 

□ The drawing(s) filed on is/are objected to by the Examiner. 

□ The proposed drawing correction, filed on is □ approved disapproved. 

□ The specification is objected to by the Examiner. 

□ The oath or declaration is objected to by the Examiner. 

Priority under 35 U.S.C. § 119 

S Acknowledgement is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d). 
(X] All OSome* [N)one of the CERTIFIED copies of the priority documents have been 
B received. 

□ received in Application No. (Series Code/Serial Number) . 

□ received in this national stage application from the international Bureau (PCT Rule 17.2(a)). 
*Certified copies not received: 



□ Acknowledgement is made of a claim for domestic priority under 35 U.S.C. § 119(e). 

Attachment(s) 

B Notice of References Cited, PTO-892 

B Information Disclosure Statement(s), PTO-1449, Paper No(s). _ 

□ Interview Summary, PTO-413 

□ Notice of Draftsperson's Patent Drawing Review, PTO-948 

□ Notice of Informal Patent Application, PTO-152 
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Office Action Summary 



Part of Paper No. 
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DETAILED ACTION 



An election and preliminary amendment were received and entered as Paper No. 14 on 
1 1/29/99. Claims 1-33 have been canceled in response to the amendment, and new claims 34-54 
have been entered. Applicant's election with traverse of group 1 comprising claims 33-47 is 
acknowledged. The traversal is on the ground(s) that the new claims are linked by a common 
inventive concept, particularly because the non-elected claims are now dependent on the elected 
claims. The examiner finds that claims 48 and 49 should be combined with group I as a first 
method of using the polynucleotides of group I. Claims 50-54 are drawn to proteins and 
antibodies, and are found to lack a common special technical feature for the reasons of record in 
Paper No. 12. It is noted that dependency does not cause claims to be linked by a common 
inventive concept. The requirement is still deemed proper and is therefore made FINAL. 



Claim Rejections - 35 JJSC § 112 

The following is a quotation of the first paragraph of 35 U.S.C. 1 12; 

The specification shall contain a written description of the invention, and of the manner and 
process of making and using it, in such full, clear, concise, and exact terms as to enable any 
person skilled in the art to which it pertains, or with which it is most nearly connected, to 
make and use the same and shall set forth the best mode contemplated by the inventor'of 
carrying out his invention. 



With regard to claims 36-49, directed to polynucleotide sequences that hybridize to the 
disclosed sequences, Applicants have not sufficiently defined the conditions under which the 
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hybridizations « ,„ place . Nudeic acid hybridi2at . on ^ ^ ex(reme|y ^ ^ ^ 

condition, in which they are performed. The buffer composition, p H , temperature, iength of time, 
sal, concentrations, quality „, « of Kmplate ^ ^ ^ ^ ^ ^ 

the reproducibility of a given hybridization experiment In particular, the conditions under which 
hybridization fflters are washed are critical to me sensitivity of the technioue. Appiicarr, discioses 
preferred conditions for moderate and high stringency hybridization incubations on page 9 of the 
specification, but does no, disclose washing conditions. Given tire unpredictability of the art and 
the nature of hybridization experiments in general, i, is no, sufficient to merely ci,e hybridization 
withou, a clear and explicit recitation of the conditions associated with the hybridization and 
washing steps. For example, the definition of stiingency as i, pertains to hybridization conditions 
is subject to interpretation and is different from laboratory to laboratory. Therefore, without a 
clear and explicit recitation of the conditions which were actually used by Applicants j„ me 
claimed invention, the skilled artisar, would no, be able to practice the mvention and would no, be 
reasonably apprised of its me.es and bounds. Wiihou, such guidance, the experimentation left to 
those skilled in the art is undue. 



The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and 
d,t,„ct.y cla.mmg the subject matter which the applicant regards asEention! 
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Claims 36-49 are rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards as 
the invention. 

Claims 36-41 are indefinite because they recite hybridization, but lack any description of 
hybridization conditions. The claims are drawn to nucleotide fragments which specifically 
hybridize to non-ratite bird W chromosomes but not to other genomic DNA. One of skill in the 
art appreciates that the specificity of any hybridization signal is critically dependent on 
hybridization and washing conditions. These conditions are not recited by the claim. Thus 
practitioners using various hybridization conditions would not know if sequences discovered by 
hybridization were encompassed by the instant claims or not. 

Claims 42-49 are indefinite because they recite required hybridization conditions as 
"moderate to stringent", but these conditions are not defined in the claim. Disclosure of these 
conditions in the claim is required. However, even though the specification defines moderate and 
stringent hybridization incubation conditions on page 9, it fails to disclose conditions for washing 
the hybridization filters. Washing conditions have enormous influence on the sensitivity of the 
hybridization technique. Without disclosure of the washing conditions, a skilled artisan cannot be 
apprised of the metes and bounds of the invention. 

Claim Rejections - 35 USC § 102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 
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Apersonshanbeentitledtoapatentunless- this or a foreign country or in public use or 

* ^ Q,niSA 90(6): 2414-2418, 1993). 
D el m asetal(Proc.NatAcad.Sc 1 USA90( ) 

. single polynucleotide with 66.7% homology to SEQ ID No 
Delmas teaches a single poiynuc M o F0 ID 

, in SFO ID No.4, 45.1% homology to SEQ ID 
ccn m No 3 45.6% homology to SEQ ID no.h, 
homology to SEQ ID No.3, tnSEO IDNo.l5. Inthe 

, to SEO ID No.10, and 67.2% homology to SEQ ID 
No 5 5 1 4% homology to SEQ if «o. , 

♦ Voh stringency conditions to sequences comprised by 
hybridizeundermodetatetomghstnngency 

, 0415 and enclosed sequence alignments. Because 
2 _ 5 ,10,andl5. SeeFigl, P age2415,ande 

• {jm entsoflOO%identit yW iththo S eofSEQIDNo S .2 3, 

of Delmas comprises segments ^ 

. of nU cleotides sequences according to claims 
deemedtocomprisefragmentsofnucleoti ^ 

• • The soecification does not expiicmy 
• « ^V7 are included in this rejection. The specu 
claims 36 and 37 are Thus Delmas anticipates the claims. 

♦ massed by another polyucleotide. Thus Delmas 
"fragment" as not encompasseo oy <u 



Conclusion 

Claims 34 and 35 are allowable. 
Claims 36-49 are rejected. 

Claims 34,35,334,, 4S and 49 appear* be fee of the * 
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ti • j f^m 7-10 to 4-00 (Eastern time). 
«.»llv be reached Monday-Friday from 7.30 to 4.w ^ 
The examiner can normally be reacnc 

• Pr bv telephone are unsuccessful, the examiner s 
If attempts to reach the examiner by telephon 

. 703 308-2035. The FAX phone number for art 
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